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September 15, 2026

NDA supported by positive results from the APEX pivotal trial demonstrating clinically meaningful responses and evidence of
disease modification in patients with AdvSM

PDUFA target action date set for June 29, 2027

WALTHAM, Mass. and BOULDER, Colo., Sept. 15, 2026 (GLOBE NEWSWIRE) -- Cogent Biosciences, Inc. (Nasdaq: COGT),
a biotechnology company focused on developing precision therapies for genetically defined diseases, today announced that the
U.S. Food and Drug Administration (FDA) has accepted its New Drug Application (NDA) for bezuclastinib in patients with
Advanced Systemic Mastocytosis (AdvSM) and assigned a Prescription Drug User Fee Act (PDUFA) target action date of June 29,
2027. In addition, the FDA communicated that at this time, there is no plan to hold an advisory committee, nor have they identified
any potential review issues.

“With the FDA’s acceptance of our NDA in Advanced Systemic Mastocytosis, we have reached another important regulatory
milestone for bezuclastinib and are one step closer to potentially bringing this therapy to patients with AdvSM,” said Andrew
Robbins, Cogent’s President and Chief Executive Officer. “Together with the NDAs currently under review for NonAdvSM and
GIST patients, this milestone further reinforces the potential of bezuclastinib across multiple patient populations with KIT-driven
diseases. With an excellent commercial and medical team in place, we are excited and ready for the potential launches later this
year.”

The NDA acceptance is supported by data from the APEX pivotal trial, which was most recently presented at the 2026 European
Hematology Association (EHA) Congress, in which bezuclastinib demonstrated clinically meaningful responses and durable clinical
activity in patients with AdvSM. As of the March 31, 2026 data cutoff, the primary endpoint of response per mIWG-MRT-ECNM
criteria demonstrated a 65% overall response rate, including 57% of patients achieving CR, CRh or PR as best response.
Response by pure pathological response (PPR) criteria was 81%. Bezuclastinib also demonstrated durable clinical activity, with a
12-month progression-free survival rate of 79% and 12-month overall survival rate of 87%, with median PFS and OS not yet
mature.

Cogent continues to advance bezuclastinib toward potential approvals and commercialization across its three indications. The
Company’s NDA for NonAdvanced Systemic Mastocytosis is under FDA review, with a PDUFA target action date of December 30,
2026, and the NDA for GIST is also under FDA review, with a PDUFA target action date of November 30, 2026. Together, these
regulatory milestones represent significant progress toward bringing bezuclastinib to patients across a broad spectrum of
KIT-driven diseases.

Bezuclastinib - Expanded Access Program
Working with the FDA, Cogent has established active Expanded Access Programs (EAPs) for U.S. patients with SM or GIST who
meet disease-specific criteria and could benefit from treatment with bezuclastinib or the combination of bezuclastinib and sunitinib.
For more information please visit: https://www.cogentbio.com/bezuclastinib-program-development/#our-expanded-access-
policy.

Inducement Grants Under Nasdaq Listing Rule 5635(c)(4)
Cogent also announced today that, on September 10, 2026, the Compensation Committee of Cogent’s Board of Directors, made
up entirely of independent directors, approved the grants of “inducement” equity awards to nine new employees under the
company’s 2020 Inducement Plan with grant dates of September 10, 2026 and September 14, 2026. The awards were approved
in accordance with Listing Rule 5635(c)(4) of the corporate governance rules of the Nasdaq Stock Market. The employees
received, in the aggregate, (i) nonqualified options to purchase 39,300 shares of Cogent common stock and (ii) 33,600 restricted
stock units (RSUs). Each option has a 10-year term, an exercise price equal to the closing price of Cogent’s common stock on the
grant date, and a 4-year vesting schedule with 25% vesting on the 1-year anniversary of the grant date and the remainder vesting
in equal monthly installments over the subsequent 36 months, provided such employee remains employed through each such
vesting date. The RSUs vest annually in equal installments over 4 years from the grant date, provided such employee remains
employed through each such vesting date.

About Cogent Biosciences, Inc.
Cogent Biosciences is a biotechnology company focused on developing precision therapies for genetically defined diseases. The
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most advanced clinical program, bezuclastinib, is a selective tyrosine kinase inhibitor that is designed to potently inhibit the KIT
D816V mutation as well as other mutations in KIT exon 17. KIT D816V is responsible for driving systemic mastocytosis, a serious
disease caused by unchecked proliferation of mast cells. Exon 17 mutations are also found in patients with advanced
gastrointestinal stromal tumors (GIST), a type of cancer with strong dependence on oncogenic KIT signaling. In addition, the
Cogent Research Team is developing a portfolio of novel targeted therapies to help patients fighting serious, genetically driven
diseases targeting mutations in ErbB2, PI3Kα, KRAS and JAK2. Cogent Biosciences is based in Waltham, MA and Boulder, CO.
Visit our website for more information at www.cogentbio.com. Follow Cogent Biosciences on social media: X  and LinkedIn.
Information that may be important to investors will be routinely posted on our website and X.

Forward-Looking Statements
This press release contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995,
including, but not limited to, statements regarding: the potential for regulatory approval and commercialization of bezuclastinib
across three indications: patients with GIST, NonAdvSM and AdvSM; bezuclastinib’s potential across multiple KIT-driven diseases
and the potential commercial launches of bezuclastinib later this year. The use of words such as, but not limited to, "anticipate,"
"believe," "continue," "could," "estimate," "expect," "intend," "may," "might," "plan," "potential," "predict," "project," "should," "target,"
"will," or "would" and similar words expressions are intended to identify forward-looking statements. Forward-looking statements
are neither historical facts nor assurances of future performance. Instead, they are based on our current beliefs, expectations and
assumptions regarding the future of our business, future plans and strategies, our clinical results, the rate of enrollment in our
clinical trials and other future conditions. New risks and uncertainties may emerge from time to time, and it is not possible to
predict all risks and uncertainties. No representations or warranties (expressed or implied) are made about the accuracy of any
such forward-looking statements. We may not actually achieve the forecasts or milestones disclosed in our forward-looking
statements, and you should not place undue reliance on our forward-looking statements. Such forward-looking statements are
subject to a number of material risks and uncertainties including but not limited to those set forth under the caption "Risk Factors"
in Cogent's most recent Quarterly Report on Form 10-Q filed with the SEC. Any forward-looking statement speaks only as of the
date on which it was made. Neither we, nor our affiliates, advisors or representatives, undertake any obligation to publicly update
or revise any forward-looking statement, whether as result of new information, future events or otherwise, except as required by
law. These forward-looking statements should not be relied upon as representing our views as of any date subsequent to the date
hereof.

Contact: Christi Waarich Senior Director, Investor Relations christi.waarich@cogentbio.com 617-830-1653

https://www.globenewswire.com/Tracker?data=V-LSVIoea3Ddia95gVFYYJq1SVvM367y1bOfFsc3e8kKCcdWcw7M08YndqGw30VgbqAydaKIMQAgRa2GfrFxesHn64_cItJVVUTnD7DVf5IyVwb2xJQJTGnRiTk4AM2-eNoAgKt_6gU13-zN4xvo_kQ5RAbyYmfnvpYtSeAucgPyVLLmwyczS4lhKgfe-DVr6ZbRurm8DFc0QKVqgi8qzYmPLFo0zvZTzZ6R0G0DfUKJgOezjCC7DQlQWB4gaP34ldIDZJ0AV1QX_uWZd6bSlHMLT7aNYEHrgGsGMrQbnt1KoZtSt1AbhwDlED-by0dsjsGr_T1e2UY1bR3r7m0dDCadm9whY4ckxerRSlGBbV4-SBpQupHtxmX3z29BGgF5Wi30uW8-Lc0TkiMJugXMTPnaebpPPFlCvpYtfCbCraEfWRkWoh80xP95Mlm2b3hBtEcQGLiQSKxrGp7EP9zjgmPgOsywZPZHqH0smdLJ8HKrGr4qi_Y84lZdO-dFVxgukdTl13NoyBDij8pY82ci5lLsYPH2DxByGRfzES9_qNp7V921zniLScNUA7Dw3wHDF9wiz2bMdKCSl5Q6drwu4G7pt4-6ZTCzPY6MtvHj47L7BGyKpY3bLQHr7jtsMJxDmvfhOwkhT1sCATEve3xshRhvF3t9-Nt2YKR-TwMrSReBfUf273GMAH8m2Sx7FNnk6psoIwHRG8vL0G4wNIHB2Yut8Nryg8OmlXvrWo96fcFpXJDIVAqYF9Z41U15K5CcWkERG4ccSZWwT6_m9MA5rw==
https://www.globenewswire.com/Tracker?data=4L0dWf9TdAtENONVl8QOtowH91BD1OtWkBNOvXZcIJRcjskbejfOnN7qqwbgE5m532kHfqCDYTlnPmZm-hxnbZyBowmjVJmVP-Jd5ibuBaNHUqBFMXjqvZPJNNrgBDFo3ymX_mj43DSdJNFHDhyemIC1T7J0Bcepcj5u9F5d3q1rL8YwCi50jLK1dPE4P_ADJj7oxGlBT_PjEZBF-yIe8BRdkcAEFS6b1CdNnXJy6oq45RnmNhIoJ3Pny9j_UoQb2G9qY56SfBVvMS4eZbYDwdtmdZFejWaDDioxyjCLnW45lcVyReXsZ6BCXE0SZUkM58vH4NgGBiEwS-uNQ77tg-lpUJesK2N9SgfB9pnpPbYMpM4GCmF8LPc9EUV2u4-MrMz4ozbFh2zbkwJQF8-EWPqeYVk60F-2HRRx3y29FSNMxZRgfIhQsP39gXXIpi_YCpqrMumYu6JYXqmreXxoHielmilYr7cKz4qJ8sxjyswPdvoUzKEdwBWBhhm-tx6Po8T0krhNKuDAQL5ADpkp-oIq0CMBXB7fOMi6nCTpNSc-4ADWDfqphy_dNIuNhXs-DWS4da4Zq8qWhAHwbYyd0XuDBeWzi-Deubs8tToQmGB1qg_bqJnRIGzuRPnjiPttEgoOG-AUot-Ao53n5cEMmPV0yLWGG1d_daccgmIGC58EAgdEeEvWfhF-ge08jsMbA65p3QGoYFIF4QsXRmG7dfD2zvOmkXIrDcww-d7bAP8XpAO-Yiy39d4WmIsrTi2oVC0gmD351cdyc8lzuEUlHCnYeJ5brjlq853spxQS3ScO9D3ztEcSE3QN2nosIjrskKjyHi5dRdRYrhpZaDcEsAEUqr_5UnpvqHztmZoqbZD1N6Wav8tNffnoUaoFhByj7G3Qc8SJ9R48V_e2dG3rFsxtWYpjVJvCGOnkT7iJfb5VuEy0ZUyzRhQvTuOq2ltXhXgEB4JjaWHJXqHf8QWkpY4Gimkt_p8vtrSAnfuF2Tf_zXOZSoxZzUO8dxbmzwoBfl-s5h0NpkBVevV94BpAzcbXB_p1OhymemVLK2mgNTFft2wSBXGptjh71sdavF3i6KMqTN2qwJfLUOTBPFBtlhCiKQPdFIkYku5KkAjXsxhx_9fyi4c9gY1wLJufTXu6R0zKm_vhjwXBF5KBlOfVK9TX1SZ5quPOlJfgrpFhL0n4yBm4P-z-Zbn-siZt9rjYorGc0h3Ck0Ci1ZrC-cDIqmKaJTHSUym5xF1w5VTAsNQFSNFUtq7hJ96R7Hdmpt-4JcyWIfgEskfUz8tcFGvtr_n56Ky7usHbiqjhFzHkLRB-aogAatsYi54s5asUddQrkJgPG5WYrIrcrhWmCsTCBmzXp0nCNQpaDLt8uGdZ5YGDh27OhbBFdE6LnzPRuwoZCxaV6xTNeX1BZNe1iRrXJ_w5Ao5Mfa95pFIyOask_ff3wXaBPRKxse8a5pZfBhFyb0E36VRVjJ6mH-rEdB7-UcDO5RwXTEO4ie7iffoZjo7JyMM_VYZR3uM_58loC_6s7wsUGXvDxQeZdzOn4byWcMYhv4kJhdOlzelRzruuZbNV1OyIUGjX3bbJdwxfE1atsvP2SCWeqnvw_uQTrVPpk-2pa_fIX3PY8_b_YbjxxpEHABF29ptsAwKSrX6QwJ16w3EH3fcV8V_6CACvPi5ofZt74hutxN9xb4eUtoj4zJb3b5QuWSznqvYpyz48QlcIbwbjek-NDlB8wKHa8ce8vgnoIfA5PzMPfizj88PcZnjW8gR3Ld6rqbg1yebazQZOoiiiJl8p98v_8oiGcVYoWI2n6tm9SUVHw_V9gO3_IFrVFXV7ALdu8ewq2BblW3PyLr_PeLpcf6YCbyJNyN5B46qVepeFfxyG42FZN7GI2JcIP_wRYeWxOGic-ZfOVDZy8TOUp6UQm2JCQpoSWiACjsziCrFZNilPt0c3OUDg8CeVeyiVIkJLsEGWEo0mAMNRP2yMZ3f_rEohSw_gfuyTbT_YIxBqWDDHgx-4ac9HMwVLbcyMesHl0Q5nhS9fl8JDffI6P5AeIcZFth9zrIdaEBDndfMF9i6p-zcR7yzb0xE=
https://www.globenewswire.com/Tracker?data=b0pUtmmtuHdd04kJ-8biO8EgGOiYLMrAtj12X5dVHZT3RCjSxvDy20w8KZx3uClwlVHs6vaJLXbKjt98K_qpgGSpq-dn0K303IqZjfXQv82e-AYK_5M2Albzfwl4ezd714OTZRcmmMCvLwSld-_7bNb7dLWoZFNep4cwhSgdwQp9OasRxR9uQ2TP_HsA5flEkEirK0Ig7l1qgZIfnarqxhD9vVr_KLW4_CYZXTKEcuXW7GLakSJ7GwyfI0yYJtqXq-xCsJP-2pWr4ZxIdiKZMj4oAp02Xw_nDkvOzhUdUc2oc-PwGc2PgUEiCfJpHQgOR1SPzk5NZr74lbhVxBKfIEBs-RSr8LSXP-A0HPXxzSKiBBTfrqExzXZN5rOKRJ2-KEbNxmc7pcTsOwpJgGbE4yp8uyDqLCVD0XpTwDFpUQmsk94vON38pFhAqKlGVulHjAPWkTzmGb9qO_xk7H0H8WWJLbRxbznNUS2GVo-8TQEQw9HwJQw2E4Sp5082NdsEwZpybURHa6x3Mb90Gr1wVKPFh00I7o8MsZBs0nL1DPT5iPT2Z05Aeg84mHv1nxov4ELhPkIV5QHh8MW5FrZ_hEDSF3EKz30zZh33zOL07SCeixTzNwGmZe9VX6vVhd3aYIo7Ky57WoPkWY2Y6SQm9OhXF2uRlSSmqCIL-n1hzCOj9aMN1woOqoqy0LezkvUChPLHMT4pYsgF-COt7nlC6roHAMII4DfNx_OcAcJkBsq5OGg0F9yXSgK63duJkfRz69ruxzdIfdxgd6WFX1Ft6Y0HHFJ5piGlZOLO51KLHaFOCnwcInJC7i2j1jOptuA8JjXkH-spTCK2Hd13GUPMmYfMIMjBfaWlMwEN9IucPmtbEWoBF-Rg8FNBZpcvQ8gf09nTalnRSP2kBEIz97Z49Ql8HzEJod5m9wQXu5ifR2qHEc0bODYdc3oHTxjEfcoh36LNQQ6mJQhznxs5Ythot14soeBYayjm7w1qO205v1ThQZeM7CXegh684et2Ms3OWqslisGqQ1WnxyjtodHiqRMALH16m46uyXGu4WpaB8L8-DNZ2s0A92znVRlaujg4P02bqtXmHmIxo_Tazf71VoX1nYxPW94ypO_fwZVua1g=
https://www.globenewswire.com/Tracker?data=lKsiohIO6snx9V1PrIY2IvyU58Evlo63ippFNEc2EZVMkVJIIeSP04nk2qwAxP6zpBUm8xI_wEj2ReRh8diDphzrLMXEGFuXkFidWKIlSAY418W5mDTzF7b1xLLjfY0MoPiDMTHoVJRtJSNXyaNmpMB9sWF51_M8k_vqiZTcJoWC2-MyHMzFSLahVfDa6YPDubsUdPIZMJu_GjvTd5azDZIV31NrUC3ZqHZ-sxQLIjBq_EDsNW6CeZPkPEoDGL4JJVolVyxcf1ed6kqNIAKrzvL26tt9YSyAvrX6jfsyr9_j2FvVjTqRu92sxHQCrgpMU9HccUnquT3bL5UmkeRNmIXzX0jcjTUDzlrbB9cS0z4gjB5w5pIjelRogki-VMnZWbAqeIuYBuuqE_8vVQcdRxU3JcRa6U-HNG5_mqCRa21JsOzFQDCiu0uuTf2HiPo-R_UHcWoOev0LGvHVKojeTpDhf3OM6-pnFKqdE3cWhaW1HXsmOC-0huyal1xLNvU0Wv5WV_HZhxUrfhal8_Q-AHSgN3W9spQQl-K4lQ0lDve2NCueiOT-iaYYXV4wrUpwtWRbqU69v3mQ2bxNAzXiFs1CBGfJyJL5wWNush_XGG-j5uQsVgE4MxZKe8TZIZMcn5sDUfHuX4aw-9M35hxJ3O7kVgdnclqdBEWFikfsFoBUpcwUUv9i3ZIm7WemF7KweBK2NRVfQssMaZLeRSAYD48xHt6bsMiStN0dIwiSDvJtpY2z8pvqSSvSIek0L9Kd1mLcrZ9VBhcwFFRarRes84zBQsUWfMpJDc0B28x95eduRpslmfbW6BOyhFEKZwRa7codac5F6R3v7eMjmgrMY7sgmJRS42hw-M_Q_VSK6I9r2CVttQAfUaLTyQqsNIt2aH3P3F0F0Hsd6emNQGoLYBCdUvjH-lzncC814APnp-C-sy5ycxUw4LMflo73dRaUrmDEp7sJ84Nm9dQIZzH5tNtXx2oKfG60z4RYA8_WOnaNtckS3txbFXX859k_sA0orkm7G6lSwmRKeGo5-BEZ3Qo71BpwfpmpW1N4jc3GStn8NkAdCTYV5Ns7c9YZrdit1Zn7JgApAJQSd-sGjPEHgaL7zYefsH6s0yu2Mr0K6Ed_JaVdIv2NVnz3KnS7cea9iChpaWnNwUFQLlv1-AMci_R7A8fraJlDnB1o9T_X-0wiso214bsOhhJ6h5QFueefQPUpWpaunuTd9jEi9h0pH0JGlSyZ3IhjNrCT51ysrJwL7Wr8SWLUN-1MDQeq_2uoRI34JIzygwkVhNW9bLPrkBdPnzdx_-sSgW01L9Dsu2TcRRHddXDCGuMkQ7hq5WNOtfxSGeDuLL1tEv12WmHukyRBQ6qZO2tIeCrlMTYwCnx3OpnHa0Td67cilAwamfT35L35J7v6wVNN3Iq3SSPraq_4TTTEuHeVI1Y1vVx3kB_SRbhYH7sLSrgVDmV6nRdJ9zA_EGkcUcf8Vg7AnzfPXP_e92BfebWQgm2FqWsKOmM6jBX3_IgDwqsl1e6Jb1V2ptu5oXh8j16EkM2jL4-hffFx94Xwnsllr_cMj5Yqhorjt-kgVWx9JuVhxYl7y2pBEqE7YetvT1v_PLMogNcaYzcMuuQot0jy4Kgm4AJZ49AQ9zJ2Ktp7zMcedYCYzbXU7HHcKmPCKtQujEzSHeofHns5sMeiJF5kx4N7aXsnZX63XAiwTf6Sw6FAutR8dfRCUfoCvPoq-cb9xgl3nXnnB09foit6YrzWc1ldcuhQ5lY-2RIaQxloBA9qdoqd4uIURz9oaFFAM_5tVkoiBtbnmt4Q3U_UbNrv9AYHcgL4YWhu8mNhZVsxZrFgLoVLBv-7aHsXah3zHJt61qbZIXBIbfvrHAI9SlxpjTC1dp1TUSgRO-dH51jGPxxo6KXi0SUCsNz0jYJoKFFJ5tK2hiW4J8iTTpAo2umquvH0DSy6TqzT432VKY6aXmNJN8TjQLCEOKKhPh9zrL0213fIk69XWzryM543NQoZGEc5i2FvyjC6lTJ-Ha1So5CqSQ377GXu3LVA5grQeeMMOeR_OSwEV0U6Qetr50Hokp3ckmnHJaM=

